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earned patent term adjustment. See 37 CFR 1.704(b). 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicants submission filed on August 
25, 2006 has been entered. 

Claims 45-51 are cancelled. Claims 52-60 are currently pending. The claims are 
now directed to the treatment of heart failure in post-acute myocardial infarction by 
employing a combination of three agents: eplerenone, ramipril and a loop diuretic. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 52-60 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
WO96/40257 ('257) from IDS filed September 5, 2001 , Fossa (US patent 5,663,188), 
and Dahlstrom et al. (Am J Cardiol. 1993 Jan 21;71(3):29A-33A). 

'257 teaches eplerenone as useful in treating congestive heart failure. '257 also 
teaches that a combination of other compounds that is a same class as eplerenone, 
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diuretics and ACE inhibitors captopril as useful in treating heart failure (See page 9, 
lines 21-24, also page 6, lines 25 - page 7, line 6). 

Fossa teaches ramipril as effective in treating congestive heart failure (See col. 
1, lines 50-53; claims 15, 18, and 22 for example). 

Dahlstrom et al. teaches furosemide, and/or spironolactone, and/or digoxin 
combined with ACE inhibitor captopril as effective in treating congestive heart failure 
(See the abstract and page 32A-33A, discussion Section). 

The references do not expressly teach the use of such combination in the 
method of treating congestive heart failure (CHF), especially for patients with post-acute 
myocardial infarction. 

It would have been obvious to one of ordinary skill in the art at the time of 
invention to employ the combination in a method of treating post-acute myocardial 
infarction heart failure. 

One of ordinary skill in the art would have been motivated to employ the 
combination of eplerenone, furosamide, and ramipril, in the herein claimed dosage, in a 
method of treating post-acute myocardial infarction heart failure. The herein claimed 
agents are known to be useful in treating congestive heart failure, both individually or in 
combination, therefore, concomitant employment of the herein claimed agents into a 
single method useful for the very same purpose, i.e., treating congestive heart failure, 
would be prima facie obvious (See In re Kerkhoven 205 USPQ 1069). Treating post- 
acute myocardial infarction heart failure is merely the subset of patient population of 
heart failure patients. The treatment goals are essentially the same for all heart failure 
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patients regardless of the conditions the patients suffered before. Therefore, absent 
evidence to the contrary, the herein claimed combination treatment effective for treating 
heart failure is reasonably expected to be similarly effective in treating post-acute 
myocardial infarction heart failure. Furthermore, the optimization of result effect 
parameters (e.g., dosage range, dosing regimens) is obvious as being within the skill of 
the artisan. 



Response to Arguments 

Applicants arguments filed August 24, 2006 averring the cited prior arts' failure to 
teach the method of treating the subpopulation as herein claimed have been fully 
considered but they are not persuasive. As discussed above, the treatment goals of 
treating heart failure are essentially the same for all heart failure patients regardless of 
the causes of it. Therefore, if the combination are reasonably expected to be useful in 
treating heart failure, absent evidence to the contrary, the very same combination would 
also be reasonably expected to be effective in treating any subpopulation of heart failure 
including those are post-acute myocardial infarction. 

Applicant's arguments filed August 24, 2006 averring the cited prior arts' failure 
to teach the herein claimed combination have been considered, but are not found 
persuasive. The cited prior arts clearly teaches the herein claimed agents: ramipril, 
and furosemide as useful individually or in combination for the treatment of heart failure, 
therefore, it flows logically to concomitantly employ the herein claimed agents, in the 
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herein claimed dosage, to treat any kind of heart failure including post-acute myocardial 
infarction heart failure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to San-ming Hui whose telephone number is (571) 272- 
0626. The examiner can normally be reached on Mon 9:00 to 1 :00, Tu - Fri from 9:00 to 
6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, PhD., can be reached on (571) 272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or.57 1-272-1000. 
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